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DETAILED ACTION 

Claim Rejections - 35 USC §112 

1 . The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

2. Claims 25-30 are rejected under 35 U.S.C. 112, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. 

3. Claim 25 recites the limitation "advancing the release member" in line 13. There 
is insufficient antecedent basis for this limitation in the claim. It is unclear whether 
application is referring to advancing the "the first release member" or "the second 
release member." 

Claim Rejections - 35 USC § 102 

4. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 1 02 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in 
public use or on sale in this country, more than one year prior to the date of application for patent in 
the United States. 

5. Claims 1, 4, 5, 13-17, 25-28 and 31 are rejected under 35 U.S.C. 102(b) as being 
anticipated by Bui et al, US Patent No. 6,413,269 B1 . 

6. Regarding claim 1 , Bui et al disclose a device for stent deployment (1 1 ) 
comprising a stabilizing member comprising a support member (17); an outer tubular 
member (1 6) having proximal and distal ends; an inner tubular member (1 5) having 
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distal and proximal ends; the distal end of the inner tubular member comprising a tip 
(15d); the inner tubular member is coupled with the stabilizing member (col. 3, lines 55- 
65) and at least a portion of the inner tubular member is disposed within the outer 
tubular member such that the inner tubular member is longitudinally and axially 
displaceable relative to the outer tubular member (col. 3, lines 55-67). Bui et al disclose 
a deployment mechanism coupled with the outer tubular mechanism, the deployment 
mechanism comprising first release member (18) for moving the outer tubular member 
relative to the inner tubular member from a first position to a second position, and a 
second release member (19) connected to the first release member for moving the 
outer tubular member relative to the inner tubular member from the second position to a 
third position (col. 3, lines 55-67 to col. 4, lines 1-10). 

7. Regarding claim 4, Bui et al disclose a safety member (37) for preventing 
movement of a release member (1 8) and the outer tubular member (15) toward the 
support member (17) beyond a predetermined position of the outer tubular member 
relative to the inner tubular member (col. 5, lines 25-31 , the collet 37 locks the inner and 
outer catheters in relation to each other until longitudinal movement is desired). 

8. Regarding claim 5, Bui et al disclose that movement of the first release member 
from a first position of the outer tubular member relative to the inner tubular member to 
the predetermined position is adapted to expose at least a portion of the stent (Figure 6, 
col. 6, lines 29-40). 

9. Regarding claim 1 3, Bui et al disclose a device for stent deployment (1 1 ) 
comprising a stabilizing member comprising a support member (17); an outer tubular 
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member (1 6) having proximal and distal ends; an inner tubular member (1 5) having 
distal and proximal ends; the distal end of the inner tubular member comprising a tip 
(15d); the inner tubular member is coupled with the stabilizing member (col. 3, lines 55- 
65) and at least a portion of the inner tubular member is disposed within the outer 
tubular member such that the inner tubular member is longitudinally and axially 
displaceable relative to the outer tubular member (col. 3, lines 55-65), and a stent (10) 
having a proximal end and a distal end (Figure 2) slidably disposed in the outer tubular 
member (Figure 1 , col. 3, lines 15-20). Bui et al disclose a deployment mechanism 
coupled with the outer tubular mechanism, the deployment mechanism comprising first 
release member (18) for moving the outer tubular member relative to the inner tubular 
member from a first position to a second position, and a second release member (19) 
connected to the first release member for moving the outer tubular member relative to 
the inner tubular member from the second position to a third position (col. 3, lines 55- 
65), where the tip of the inner tubular member engages the proximal end of the stent for 
advancing the stent toward the distal end of the outer tubular member as the first and 
second release members move toward the support member (col. 6, lines 22-35). 

10. Regarding claim 14, Bui et al disclose that a portion of the stent is exposed 
outwardly of the distal end of the outer tubular member (col. 6, lines 29-40). 

1 1 . Regarding claim 1 5, Bui et al disclose that the stent is deployed from the distal 
end of the outer tubular member (col. 6, lines 29-40). 

12. Regarding claim 16, Bui et al disclose a safety member (37) for preventing 
movement of a release member (1 8) and the outer tubular member (1 5) toward the 
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support member (17) beyond a predetermined position of the outer tubular member 
relative to the inner tubular member (col. 5, lines 25-31 , the collet 37 locks the inner and 
outer catheters in relation to each other until longitudinal movement is desired). 

1 3. Regarding claim 1 7, Bui et al disclose that movement of the first release member 
from a first position of the outer tubular member relative to the inner tubular member to 
the predetermined position is adapted to expose at least a portion of the stent (Figure 6, 
col. 6, lines 29-40). 

14. Regarding claim 25, Bui et al disclose a method for delivering a stent (col. 6, 
lines 1-5, Figures 4-8) comprising providing a delivery device (11) including a stabilizing 
member comprising a support member (1 7); an outer tubular member (16) having 
proximal and distal ends; an inner tubular member (15) having distal and proximal ends; 
the distal end of the inner tubular member comprising a tip (1 5d); the inner tubular 
member is coupled with the stabilizing member (col. 3, lines 55-65) and at least a 
portion of the inner tubular member is disposed within the outer tubular member such 
that the inner tubular member is longitudinally and axially displaceable relative to the 
outer tubular member (col. 3, lines 55-65), and a deployment mechanism coupled with 
the outer tubular mechanism, the deployment mechanism comprising first release 
member (1 8) for moving the outer tubular member relative to the inner tubular member 
from a first position to a second position, and a second release member (19) connected 
to the first release member for moving the outer tubular member relative to the inner 
tubular member from the second position to a third position (col. 3, lines 55-65), slidably 
disposing a stent having a proximal end and a distal end in the outer tubular member 
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(Figures 5 and 6, col. 6, lines 22-35); and advancing the release member and the outer 
tubular member relative to the inner tubular member in a direction toward the support 
member (col. 6, lines 22-35); where the tip of the inner tubular member engages the 
proximal end of the stent for advancing the stent toward the distal end of the outer 
tubular member as the first and second release members move toward the support 
member (col. 6, lines 22-35). 

15. Regarding claim 26, Bui et al disclose that a portion of the stent is exposed 
outwardly of the distal end of the outer tubular member (Figure 6, col. 6, lines 29-40). 

16. Regarding claim 27, Bui et al disclose that the stent is deployed from the distal 
end of the outer tubular member (Figure 6, col. 6, lines 29-40). 

17. Regarding claim 28, Bui et al disclose preventing movement of a release 
member (37) and the outer tubular member toward the support member beyond a 
predetermined position of the outer tubular member relative to the inner tubular member 
(col. 5, lines 25-32, the collet 37 locks the inner and outer catheters in relation to each 
other until longitudinal movement is desired). 

18. Regarding claim 31 , Bui et al disclose that the deployment mechanism is 
operable without initially disengaging a safety mechanism (col. 3, lines 53-65). 

Claim Rejections - 35 USC § 103 

19. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
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the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

20. Claims 6, 8, 1 8, 20, and 29 are rejected under 35 U.S.C. 1 03(a) as being 
unpatentable over Bui et al. 

21 . Regarding claims 6 and 18, Bui et al disclose the claimed invention except for the 
amount of the stent exposed. It would have been obvious to one having ordinary skill in 
the art at the time the invention was made to expose about 5 to about 95 percent of the 
stent since it has been held that where the general conditions of a claim are disclosed in 
the prior art, discovering the optimum or workable ranges involves only routine skill in 
the art. In re Aller, 105 USPQ 233. 

22. Regarding claims 8, 20 and 29, Bui et al disclose an elongated viewing device 
having a proximal and distal end ("endoscope" col. 4, lines 10-25), slidably disposed in 
the outer tubular member (col. 4, lines 1 0-25). While Bui et al does not specifically 
disclose the endoscope extending proximally of the proximal end of the outer tubular 
member, it would have been obvious to one having ordinary skill in the art at the time 
the invention was made to provide the endoscope in a manner such that the proximal 
end of the viewing device extends outwardly of the proximal end of the outer tubular 
member in order to allow a user to engage the device with his or her eye, whereas if the 
proximal end of the endoscope did not extend proximal to the proximal end of the outer 
tubular member, the endoscope would require additional components for actual use. 
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23. Claims 7, 9, 10, 12, 19, 21 , 22, 24, and 30 are rejected under 35 U.S.C. 103(a) 
as being unpatentable over Bui et al in view of Derus et al, US Publication No. 
2002/0183827 (hereinafter referred to as Derus). 

24. Regarding claims 7 and 19, Bui et al lack the teaching that the safety member 
comprises a removable tab disposed between the support member and the outer 
tubular member. However, Derus teaches a safety member comprising a removable 
tab (56, Figure 6 shows the tab disposed between the distal end of the outer tubular 
member and the stabilizing member). It would have been obvious to one having 
ordinary skill in the art at the time the invention was made to make the safety member of 
Bui et al with the removable tab as taught by Derus in order to maintain the outer tube in 
position until deployment of the stent (Derus, paragraph 0043). 

25. Regarding claims 9, 21 and 30, Bui et al disclose the claimed invention except for 
means for releasably securing the viewing device. However, Derus teaches means for 
releasably securing the viewing device (106). It would have been obvious to one having 
ordinary skill in the art at the time the invention was made to make the support of Bui et 
al with the securing means as taught by Derus in order to releasably secure an 
endoscope in order to view the stent and determine proper placement of the stent 
(Derus, paragraph 0053). 

26. Regarding claims 10 and 22, Bui et al disclose the claimed invention except for 
the viewing device securing means is associated with the stabilizing member. However, 
Derus teaches that the securing means is associated with the stabilizing member (see 
Figure 5b). It would have been obvious to one having ordinary skill in the art at the time 
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the invention was made to make the support of Bui et al with the securing means as 
taught by Derus in order to releasably secure an endoscope in order to view the stent 
and determine proper placement of the stent (Derus, paragraph 0053). 

27. Regarding claims 12 and 24, Bui et al and Derus disclose the claimed invention 
except for threadingly attached the clamp 106. It would have been an obvious matter of 
design choice to use a threaded clamp, since applicant has not disclosed that threading 
solves any stated problem or is for any particular purpose and it appears that the 
invention would perform equally well with any sort of clamp, such as a press-fit clamp or 
a snap-fit clamp. 

Response to Arguments 

28. Applicant's arguments with respect to claims 1-5, 7, 13-22 and 24-28 have been 
considered but are moot in view of the new ground(s) of rejection. 

Conclusion 

29. The prior art made of record and not relied upon is considered pertinent to 
applicant's disclosure. US Patent Nos. 5,591,172; 6,383,211 B1; 6,093,194; 6,143,021 
and US Publication No. 2002/0151967 A1 are cited to show stent delivery systems 
having multiple deployment mechanisms. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to KATRINA STRANSKY whose telephone number is 
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(571) 270-3843. The examiner can normally be reached on Monday thru Friday, 8:00 
am to 5:00 pm EST. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Todd Manahan can be reached on (571) 272-4713. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 


IKS/ 

Examiner, Art Unit 3734 

/TODD E. MANAHAN/ 

Supervisory Patent Examiner, Art Unit 3776 


